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□ Responsive to communication(s) filed on „ ___ . 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance-with the practice under Ex parte Qi/9jW35 c.D. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 1_ month(s), or thirty days, whichever is 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

S Claim(s) 1-49 



is/are pending in the applicat 



Of the above, claim(s) . 

□ Claim(s) 

□ Claim(s) 

□ Claim(s) 



is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



(5 Claims 1-49 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved Qlisapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All CBome* Hone ' of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
Certified copies not received: _____ : 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

□ Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Art Unit; 1645 

DETAILED ACTION 

1. This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 

CFR 1.821(a)(1) and (a)(2). However, this application fails to comply with the 
requirements of 37 CFR 1.821 through 1.825 for the reason(s) set forth on the 
attached Notice To Comply With Requirements For Patent Applications Containing 
Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. Applicant must 
comply with the requirements of the sequence rules (37 CFR 1.821 - 1.825) before 
the application can be examined under 35 U.S.C. §§ 131 and 132. Applicant is 
requested to return a copy of the attached Notice to Comply with the reply. 

Full compliance with the sequence rules is required in response to this office 
action. A complete response to this office action should include both compliance 
with the sequence rules and a response to the election/restriction requirement set 
forth below. Failure to fully comply with both these requirements in the time 
period set forth in this office action will be held non-responsive. 

Election/Restriction 

2. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-6, drawn to a peptide, classified in class 530, subclass 350. 

II. Claims 7 and 8, drawn to a pharmaceutical composition, classified in 
class 424, subclass 237.1. 
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III. Claims 9-13 and 24, drawn to a method of inducing serum antibodies 
that bind at least one enterotoxin or exotoxin, administering a 

peptide, classified in class 424, subclass 184.1. 

IV. Claims 14-16 and 24, drawn to a method of inducing serum antibodies 
which detect toxins, administering peptide, classified in class 424, 
subclass 184.1. 

V. Claims 17-19 and 24, drawn to a method of inducing serum antibodies 
which inhibit blastogenesis of human mononuclear cells, administering 
an antibody classified in class 424, subclass 184.1, 165.1+. 

VI. Claims 20-24, drawn to a method of passive immunization, classified in 
class 530, subclass 387.1, 388.1; class 424, subclass 130.1+. 

VII. Claims 25-29, drawn to nucleic acids, classified in class 536, subclass 
23.1. 

VIII. Claims 30 and 31, drawn to methods of inducing serum antibodies that 
binds enterotoxin or exotoxin, administering nucleic acids, classified 
in class 514, subclass 45. 

IX. Claim 32, drawn to antibodies, classified in class 530, subclass 388.1, 
387.1. 

X. Claim 33, drawn to methods for detecting the presence of a toxin 
using an antibody, classified in class 435, subclass 7.2, 7.33, 7.34. 
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XI. Claims 34 and 35, drawn to methods for detecting the presence of 
antibodies to staphylococcus or streptococcal toxins using a peptide, 
classified in class 436, subclass 518, 7.2, 7.33, 7.34. 

XII. Claims 36-38, drawn to kits, classified in class 435, subclass 975. 

XIII. Claims 39-44 and 49, drawn to a method of inhibiting blastogenesis of 
human mononuclear cells, administering peptides, classified in class 
424, subclass 184.1. 

XIV. Claims 45-49, drawn to a method of protecting a mammal, 
administering a peptide, classified in class 424, subclass 234.1, 237.1; 

class 514, subclass 12. 
The inventions are distinct, each from the other because of the following 
reasons: 

Inventions I, II, VII, IX, and XII are unrelated. Inventions are unrelated if 
it can be shown that they are not disclosed as capable of use together and they 
have different modes of operation, different functions, or different effects (MEP. 
§ 806.04, MEP. § 808.01). In the instant case the different inventions the 
different inventions are products that have different functions and they 
materially, biochemically, structurally and functionally different. 

Inventions III, IV, V, VI, VIII, X, XI, XIII, and XIV are unrelated. 
Inventions are unrelated if it can be shown that they are not disclosed as capable 
of use together, or they have different modes of operation, or they have different 
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functions, or they have different effects. (M.E.P.. § 806.04, M.E.P.. § 808.01). In 
the instant case the different inventions are methods; these different methods 
have an effect on different systems and the final effect is different for each 
method, different modes of operation, different steps and components/reagents 
are used. 

Inventions I/II/VII/IX/XII and III/IV/V/VI/VIII/X/XI/XIII/XIV are 
related as product and process of use. The inventions can be shown to be distinct 
if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or 
(2) the product as claimed can be used in a materially different process of using 
that product (M.E.P.. § 806.05(h)). In the instant case the products (peptides and 
compositions) can be used to make antibodies for immunopurif ication or in 
immunoassays or recombinant methods to produce more peptides. The antibodies 
can be used for affinity chromatography. Other products can be used in the 
methods claims to achieve the same or similar result, inducing serum antibodies to 
inhibit or bind. The nucleic acid products can be used as probes and primers. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, 
restriction for examination purposes as indicated is proper. 
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Because these inventions are distinct for the reasons given above and the 
search required for one Group is not required for another Group , restriction for 
examination purposes as indicated is proper. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent 
subject matter, restriction for examination purposes as indicated is proper. 

3. This application contains claims directed to the following patentably distinct 
species of the claimed invention: SEQ 10 No 28, 29 and those SEQ ID No 3-8 as 
set forth in the markush group of claim 4. Further, should Applicants elect SEQ 
ID NO:28 or 29, Applicants should elect an single specific sequence of all those 
possibilities set forth in SEQ ID NO: 28 or 29; see claims 1 and 2 for the numerous 
possibilities. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic 
claim is finally held to be allowable. Currently, SEQ ID No. 28 (CMYGGVTLHEGN) 
as set forth in claim 3 is considered generic. 

The claims are generic to a plurality of disclosed patentably distinct species 
comprising numerous possibilities of the peptide. Applicant is required under 35 
U.S.C. 121 to elect a single disclosed species, even though this requirement is 
traversed. 
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Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this 
is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a 
rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a 
listing of all claims readable thereon, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered 
nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to 
consideration of claims to additional species which are written in dependent form 
or otherwise include all the limitations of an allowed generic claim as provided by 
37 CFR 1.141. If claims are added after the election, applicant must indicate which 
are readable upon the elected species. M.E.P.. § 809.02(a). 

Should applicant -traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this 
is the case. In either instance, if the examiner finds one of the inventions 
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unpatentable over the prior art, the evidence or admission may be used in a 
rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if 
one or more of the currently named inventors is no longer an inventor of at least • 
one claim remaining in the application. Any amendment of inventorship must be 
accompanied by a petition under 37 CFR 1.48(b) and by the fee required under 37 
CFR 1.17(1). 

4. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to N. M. Minnif ield whose telephone number is 
(703) 305-3394. The examiner can normally be reached on Monday-Thursday from 
7:00 AM-4.30 PM. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Lynette R. F. Smith, can be reached on (703) 308-3909. 
The fax phone number for Technology Center 1600 is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application 
should be directed to the Technology Center 1600 receptionist whose telephone 



number is (703) 308-0196. 



N. M. Minnif ield 



August 30, 2000 
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Application Uo.-.Q&to&gi 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONT/UNNJO 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 825 for th 
following reason(s): * e 

1 . This application clearly falls to comply with the requirements of 37 CP JR. 1 .821 -1 .825. Applicant's 
attenfion Is directed to these regulations, published at 1 1 14 OG 29, May 15, 1990 and at5« ; fr 
18230, May 1,1990. rK 

□ 2. This application does not contain, as a separate part of the disclosure on paper codv a '^ M „ an ^ 
Listing- as required by 37 C.F.R. 1.821(c). Hy ' *> e< l uence 

frf 3. A copy of the "Sequence Listing' In computer readable form has not been submitted as nman* i«, 
37 CFJR. 1 .821 (e). as rec l u,red by 

□ 4. A copy of the "Sequence Listing' In computer readable form has been submitted However f h* 
content of the computer readable form does not comply with the requirements of 37 OFJ? i 
and/or 1.823, as Indicated on the attached copy of the marked -up "Raw Sequence Lfefing- 



□ S. The computer readable form that has been filed wfth this application has been found to be damaged 
and/or unreadable as Indicated on the attached CRF Diskette Problem Report. A Substitute ^ 
computer readable form must be submitted as required by 37 C.F.R, 1.825(d). 

□ 6. The paper copy of the "Sequence Listing" Is not the same as the computer readable from of th P 
"Sequence Listing- as required by 37 CPU. 1.821(e). "i« «omoTine 

B7. Other. Applicant should foltowthe format of the attached eamntft ^temenf tn «w ^ CRF fi(ed 
tn the parent aopficafion be used to create a CRF In this eppficafion. 1 me our man 

Applicant Must Provide: 

t7j An IdM or substitute computer readable form (CRJ^ <)opy of the "Sequence UsSng'. 

□ An loifial or substitute paper copy of the "Sequence Us6ng', as well as an amendment directum its ntrv 
jnto the specification. y y 

Astatement that the content of the paper and computer readable copies are the same and where 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 




^bf^estibMl^egarding co mpliancejo these requjremejTfc^piease contact! 
\For Rules Interpretation, call (703) 308=4216' ' 
sRoc CRF Submi s sion Hel p,-caH^ 03)_308 ^52l^27 

FocPatentln soft ware he lp.^alT(703) 308-6856[ 

V PLEASE RETU RIT A CO PYOF THI S NOTlC ^wjTH^URRESPQNSE 



Sample Statement 

^^^^^ 

Z blowing paragraph, or language .having the .« 

can be used to invoke procedur dable forra fr0 m 

1.821(e) in which an.xd nt, cal co mput ication . The 

another application is "fed in y sepa rate paper to be 

paragraph should be incorporated into a y 

submitted in the given application. ^ 

T ne computer .readable for. ^^J^^ln 

08/100,000, is ^.^999 Sled March 1, 1988. 
Application Number 07/99 >, 999, : Cil se uge fche 

In accordance v/ith 37 CFR l -" lie ' ' whichever is 
[first-filed, l***-** 1 **^*?*™ filed in that 
applicable] computer rB ^^J?SblB form for the 
application as the n <^?\J*£££ t j£ that the 
instant application. It is un h neC essary 

Patent and Trademark off ^X an r filing date for 
change in application number and f iling ^ 
the computer readable form that win 
the instant W^*^ ud * d fr^e orU»zlly- 

amendfent for iiorWM«* the specification, 
whichever is applicable] . 



